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(5) A list of laboratories whose ac-
creditation has been withdrawn or re-
voked and the reasons for the with-
drawal or revocation. 

(6) All appeals and hearing decisions. 
(7) A list of laboratories against 

which CMS has brought suit under 
§ 493.1846 and the reasons for those ac-
tions. 

(8) A list of laboratories that have 
been excluded from participation in 
Medicare or Medicaid and the reasons 
for the exclusion. 

(b) The laboratory registry is com-
piled for the calendar year preceding 
the date the information is made avail-
able and includes appropriate explana-
tory information to aid in the interpre-
tation of the data. It also contains cor-
rections of any erroneous statements 
or information that appeared in the 
previous registry.

Subpart S [Reserved]

Subpart T—Consultations

SOURCE: 57 FR 7185, Feb. 28, 1992, unless 
otherwise noted.

§ 493.2001 Establishment and function 
of the Clinical Laboratory Improve-
ment Advisory Committee. 

(a) HHS will establish a Clinical Lab-
oratory Improvement Advisory Com-
mittee to advise and make rec-
ommendations on technical and sci-
entific aspects of the provisions of this 
part 493. 

(b) The Clinical Laboratory Improve-
ment Advisory Committee will be com-
prised of individuals involved in the 
provision of laboratory services, utili-
zation of laboratory services, develop-
ment of laboratory testing or method-
ology, and others as approved by HHS. 

(c) HHS will designate specialized 
subcommittees as necessary. 

(d) The Clinical Laboratory Improve-
ment Advisory Committee or any des-
ignated subcommittees will meet as 
needed, but not less than once each 
year. 

(e) The Clinical Laboratory Improve-
ment Advisory Committee or sub-
committee, at the request of HHS, will 
review and make recommendations 
concerning: 

(1) Criteria for categorizing tests and 
examinations of moderate complexity 
(including the subcategory) and high 
complexity; 

(2) Determination of waived tests; 
(3) Personnel standards; 
(4) Patient test management, quality 

control, quality assurance standards; 
(5) Proficiency testing standards; 
(6) Applicability to the standards of 

new technology; and 
(7) Other issues relevant to part 493, 

if requested by HHS. 
(f) HHS will be responsible for pro-

viding the data and information, as 
necessary, to the members of the Clin-
ical Laboratory Improvement Advisory 
Committee. 

[57 FR 7185, Feb. 28, 1992, as amended at 58 
FR 5237, Jan. 19, 1993; 60 FR 20051, Apr. 24, 
1995]

PART 494 [RESERVED]

PART 498—APPEALS PROCEDURES 
FOR DETERMINATIONS THAT AF-
FECT PARTICIPATION IN THE 
MEDICARE PROGRAM AND FOR 
DETERMINATIONS THAT AFFECT 
THE PARTICIPATION OF ICFs/MR 
AND CERTAIN NFs IN THE MED-
ICAID PROGRAM

Subpart A—General Provisions

Sec.
498.1 Statutory basis. 
498.2 Definitions. 
498.3 Scope and applicability. 
498.4 NFs subject to appeals process in part 

498. 
498.5 Appeal rights. 
498.10 Appointment of representatives. 
498.11 Authority of representatives. 
498.13 Fees for services of representatives. 
498.15 Charge for transcripts. 
498.17 Filing of briefs with the ALJ or De-

partmental Appeals Board, and oppor-
tunity for rebuttal.

Subpart B—Initial, Reconsidered, and 
Revised Determinations

498.20 Notice and effect of initial deter-
minations. 

498.22 Reconsideration. 
498.23 Withdrawal of request for reconsider-

ation. 
498.24 Reconsidered determination. 
498.25 Notice and effect of reconsidered de-

termination.
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Subpart C—Reopening of Initial or 
Reconsidered Determinations

498.30 Limitation on reopening. 
498.32 Notice and effect of reopening and re-

vision.

Subpart D—Hearings

498.40 Request for hearing. 
498.42 Parties to the hearing. 
498.44 Designation of hearing official. 
498.45 Disqualification of Administrative 

Law Judge. 
498.47 Prehearing conference. 
498.48 Notice of prehearing conference. 
498.49 Conduct of prehearing conference. 
498.50 Record, order, and effect of pre-

hearing conference. 
498.52 Time and place of hearing. 
498.53 Change in time and place of hearing. 
498.54 Joint hearings. 
498.56 Hearing on new issues. 
498.58 Subpoenas. 
498.60 Conduct of hearing. 
498.61 Evidence. 
498.62 Witnesses. 
498.63 Oral and written summation. 
498.64 Record of hearing. 
498.66 Waiver of right to appear and present 

evidence. 
498.68 Dismissal of request for hearing. 
498.69 Dismissal for abandonment. 
498.70 Dismissal for cause. 
498.71 Notice and effect of dismissal and 

right to request review. 
498.72 Vacating a dismissal of request for 

hearing. 
498.74 Administrative Law Judge’s decision. 
498.76 Removal of hearing to Departmental 

Appeals Board. 
498.78 Remand by the Administrative Law 

Judge.

Subpart E—Departmental Appeals Board 
Review

498.80 Right to request Departmental Ap-
peals Board review of Administrative 
Law Judge’s decision or dismissal. 

498.82 Request for Departmental Appeals 
Board review. 

498.83 Departmental Appeals Board action 
on request for review. 

498.85 Procedures before the Departmental 
Appeals Board on review. 

498.86 Evidence admissible on review. 
498.88 Decision or remand by the Depart-

mental Appeals Board. 
498.90 Effect of Departmental Appeals Board 

decision. 

498.95 Extension of time for seeking judicial 
review.

Subpart F—Reopening of Decisions Made 
by Administrative Law Judges or the 
Departmental Appeals Board

498.100 Basis, timing, and authority for re-
opening an ALJ or Board decision. 

498.102 Revision of reopened decision. 
498.103 Notice and effect of revised decision.

AUTHORITY: Secs. 1102 and 1871 of the Social 
Security Act (42 U.S.C. 1302 and 1395hh).

SOURCE: 52 FR 22446, June 12, 1987, unless 
otherwise noted.

EDITORIAL NOTE: Nomenclature changes 
appear at 61 FR 32349, June 24, 1996.

Subpart A—General Provisions

§ 498.1 Statutory basis. 

(a) Section 1866(h) of the Act provides 
for a hearing and for judicial review of 
the hearing for any institution or agen-
cy dissatisfied with a determination 
that it is not a provider, or with any 
determination described in section 
1866(b)(2) of the Act. 

(b) Section 1866(b)(2) of the Act lists 
determinations that serve as a basis for 
termination of a provider agreement. 

(c) Sections 1128 (a) and (b) of the Act 
provide for exclusion of certain individ-
uals or entities because of conviction 
of crimes related to their participation 
in Medicare and section 1128(f) provides 
for hearing and judicial review for ex-
clusions. 

(d) Section 1156 of the Act establishes 
certain obligations for practitioners 
and providers of health care services, 
and provides sanctions and penalties 
for those that fail to meet those obliga-
tions. 

(e)–(f) [Reserved] 
(g) Although § 1866(h) of the Act is si-

lent regarding appeal rights for sup-
pliers and practitioners, the rules in 
this part include procedures for review 
of determinations that affect those two 
groups. 

(h) Section 1128A(c)(2) of the Act pro-
vides that the Secretary may not col-
lect a civil money penalty until the af-
fected entity has had notice and oppor-
tunity for a hearing. 

(i) Section 1819(h) of the Act— 
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(1) Provides that, for SNFs found to 
be out of compliance with the require-
ments for participation, specified rem-
edies may be imposed instead of, or in 
addition to, termination of the facili-
ty’s Medicare provider agreement; and 

(2) Makes certain provisions of sec-
tion 1128A of the Act applicable to civil 
money penalties imposed on SNFs. 

(j) Section 1891(e) of the Act provides 
that, for home health agencies (HHAs) 
found to be out of compliance with the 
conditions of participation, specified 
remedies may be imposed instead of, or 
in addition to, termination of the 
HHA’s Medicare provider agreement. 

(k) Section 1891(f) of the Act— 
(1) Requires the Secretary to develop 

a range of such remedies; and 
(2) Makes certain provisions of sec-

tion 1128A of the Act applicable to civil 
money penalties imposed on HHAs. 

[52 FR 22446, June 12, 1987, as amended at 59 
FR 56251, Nov. 10, 1994; 61 FR 32349, June 24, 
1996]

§ 498.2 Definitions. 
As used in this part— 
Affected party means a provider, pro-

spective provider, supplier, prospective 
supplier, or practitioner that is af-
fected by an initial determination or 
by any subsequent determination or 
decision issued under this part, and 
‘‘party’’ means the affected party or 
CMS (or the OIG), as appropriate. 

ALJ stands for Administrative Law 
Judge. 

Departmental Appeals Board or Board 
means a Board established in the Office 
of the Secretary to provide impartial 
review of disputed decisions made by 
the operating components of the De-
partment. 

OHA stands for the Social Security 
Administration’s Office of Hearings 
and Appeals. 

OIG stands for the Department’s Of-
fice of the Inspector General. 

Provider means a hospital, critical ac-
cess hospital (CAH), skilled nursing fa-
cility (SNF), comprehensive outpatient 
rehabilitation facility (CORF), home 
health agency (HHA), or hospice, that 
has in effect an agreement to partici-
pate in Medicare, that has in effect an 
agreement to participate in Medicaid, 
or a clinic, rehabilitation agency, or 
public health agency that has a similar 

agreement but only to furnish out-
patient physical therapy or outpatient 
speech pathology services, and prospec-
tive provider means any of the listed en-
tities that seeks to participate in 
Medicare as a provider or to have any 
facility or organization determined to 
be a department of the provider or pro-
vider-based entity under § 413.65 of this 
chapter. 

Supplier means an independent lab-
oratory, supplier of portable X-ray 
services, rural health clinic (RHC), 
Federally qualified health center 
(FQHC), ambulatory surgical center 
(ASC), organ procurement organization 
(OPO), an entity approved by CMS to 
furnish outpatient diabetes self-man-
agement training, or end-stage renal 
disease (ESRD) treatment facility that 
is approved by CMS as meeting the 
conditions for coverage of its services, 
and prospective supplier means any of 
the listed entities that seeks to be ap-
proved for coverage of its services 
under Medicare. (However, for purposes 
of the sanctions and penalties that 
may be imposed by the OIG, the term 
supplier has the meaning specified in 
§ 1001.2 of this title.) 

[52 FR 22446, June 12, 1987, as amended at 53 
FR 6551, March 1, 1988; 57 FR 24984, June 12, 
1992; 58 FR 30677, May 26, 1993; 59 FR 6579, 
Feb. 11, 1994; 59 FR 56251, Nov. 10, 1994; 61 FR 
32350, June 24, 1996; 62 FR 46037, Aug. 29, 1997; 
65 FR 18549, Apr. 7, 2000; 65 FR 83154, Dec. 29, 
2000]

§ 498.3 Scope and applicability. 
(a) Scope. (1) This part sets forth pro-

cedures for reviewing initial deter-
minations that CMS makes with re-
spect to the matters specified in para-
graph (b) of this section, and that the 
OIG makes with respect to the matters 
specified in paragraph (c) of this sec-
tion. It also specifies, in paragraph (d) 
of this section, administrative actions 
that are not subject to appeal under 
this part. 

(2) The determinations listed in this 
section affect participation in the 
Medicare program. Many of the proce-
dures of this part also apply to other 
determinations that do not affect par-
ticipation in Medicare. Some examples 
follow: 

(i) CMS’s determination to terminate 
an NF’s Medicaid provider agreement. 

VerDate 0ct<09>2002 08:59 Oct 15, 2002 Jkt 197171 PO 00000 Frm 01079 Fmt 8010 Sfmt 8010 Y:\SGML\197171T.XXX 197171T



1080

42 CFR Ch. IV (10–1–02 Edition)§ 498.3 

(ii) CMS’s determination to cancel 
the approval of an ICF/MR under sec-
tion 1910(b) of the Act. 

(iii) CMS’s determination, under the 
Clinical Laboratory Improvement Act 
(CLIA), to impose alternative sanctions 
or to suspend, limit, or revoke the cer-
tificate of a laboratory even though it 
does not participate in Medicare. 

(3) The following parts of this chap-
ter specify the applicability of the pro-
visions of this part 498 to sanctions or 
remedies imposed on the indicated en-
tities: 

(i) Part 431, subpart D—for nursing 
facilities (NFs). 

(ii) Part 488, subpart E (§ 488.330(e))—
for SNFs and NFs. 

(iii) Part 493, subpart R (§ 493.1844)—
for laboratories. 

(b) Initial determinations by CMS. CMS 
makes initial determinations with re-
spect to the following matters: 

(1) Whether a prospective provider 
qualifies as a provider. 

(2) Whether a prospective department 
of a provider, remote location of a hos-
pital, satellite facility, or provider-
based entity qualifies for provider-
based status under § 413.65 of this chap-
ter, or whether such a facility or entity 
currently treated as a department of a 
provider, remote location of a hospital, 
satellite facility, or a provider-based 
entity no longer qualifies for that sta-
tus under § 413.65 of this chapter. 

(3) Whether an institution is a hos-
pital qualified to elect to claim pay-
ment for all emergency hospital serv-
ices furnished in a calendar year. 

(4) Whether an institution continues 
to remain in compliance with the 
qualifications for claiming reimburse-
ment for all emergency services fur-
nished in a calendar year. 

(5) Whether a prospective supplier 
meets the conditions for coverage of its 
services as those conditions are set 
forth elsewhere in this chapter. 

(6) Whether the services of a supplier 
continue to meet the conditions for 
coverage. 

(7) Whether a physical therapist in 
independent practice or a chiropractor 
meets the requirements for coverage of 
his or her services as set forth in sub-
part D of part 486 of this chapter and 
§ 410.22 of this chapter, respectively. 

(8) The termination of a provider 
agreement in accordance with § 489.53 
of this chapter, or the termination of a 
rural health clinic agreement in ac-
cordance with § 405.2404 of this chapter, 
or the termination of a Federally 
qualified health center agreement in 
accordance with § 405.2436 of this chap-
ter. 

(9) CMS’s cancellation, under section 
1910(b) of the Act, of an ICF/MR’s ap-
proval to participate in Medicaid. 

(10) Whether, for purposes of rate set-
ting and reimbursement, an ESRD 
treatment facility is considered to be 
hospital-based or independent. 

(11) [Reserved] 
(12) Whether a hospital, skilled nurs-

ing facility, home health agency, or 
hospice program meets or contimues to 
meet the advance directives require-
ments specified in subpart I of part 489 
of this chapter. 

(13) With respect to an SNF or NF, a 
finding of noncompliance that results 
in the imposition of a remedy specified 
in § 488.406 of this chapter, except the 
State monitoring remedy. 

(14) The level of noncompliance found 
by CMS in a SNF or NF but only if a 
successful challenge on this issue 
would affect— 

(i) The range of civil money penalty 
amounts that CMS could collect (The 
scope of review during a hearing on im-
position of a civil money penalty is set 
forth in § 488.438(e) of this chapter); or 

(ii) A finding of substandard quality 
of care that results in the loss of ap-
proval for a SNF or NF of its nurse 
aide training program. 

(15) The effective date of a Medicare 
provider agreement or supplier ap-
proval. 

(16) The finding of substandard qual-
ity of care that leads to the loss by a 
SNF or NF of the approval of its nurse 
aide training program. 

(c) Initial determinations by the OIG. 
The OIG makes initial determinations 
with respect to the following matters: 

(1) The termination of a provider 
agreement in accordance with part 
1001, subpart C of this title. 

(2) The suspension, or exclusion from 
coverage and the denial of reimburse-
ment for services furnished by a pro-
vider, practitioner, or supplier, because 
of fraud or abuse, or conviction of 
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crimes related to participation in the 
program, in accordance with part 1001, 
subpart B of this title. 

(3) The imposition of sanctions in ac-
cordance with part 1004 of this title. 

(d) Administrative actions that are not 
initial determinations. Administrative 
actions that are not initial determina-
tion (and therefore not subject to ap-
peal under this part) include but are 
not limited to the following: 

(1) The finding that a provider or sup-
plier determined to be in compliance 
with the conditions or requirements for 
participation or for coverage has defi-
ciencies. 

(2) The finding that a prospective 
provider does not meet the conditions 
of participation set forth elsewhere in 
this chapter, if the prospective pro-
vider is, nevertheless, approved for par-
ticipation in Medicare on the basis of 
special access certification, as provided 
in subpart B of part 488 of this chapter. 

(3) The refusal to enter into a pro-
vider agreement because the prospec-
tive provider is unable to give satisfac-
tory assurance of compliance with the 
requirements of title XVIII of the Act. 

(4) The finding that an entity that 
had its provider agreement terminated 
may not file another agreement be-
cause the reasons for terminating the 
previous agreement have not been re-
moved or there is insufficient assur-
ance that the reasons for the exclusion 
will not recur. 

(5) The determination not to rein-
state a suspended or excluded practi-
tioner, provider, or supplier because 
the reason for the suspension or exclu-
sion has not been removed, or there is 
insufficient assurance that the reason 
will not recur. 

(6) The finding that the services of a 
laboratory are covered as hospital serv-
ices or as physician’s services, rather 
than as services of an independent lab-
oratory, because the laboratory is not 
independent of the hospital or of the 
physician’s office. 

(7) The refusal to accept for filing an 
election to claim payment for all emer-
gency hospital services furnished in a 
calendar year because the institution— 

(i) Had previously charged an indi-
vidual or other person for services fur-
nished during that calendar year; 

(ii) Submitted the election after the 
close of that calendar year; or 

(iii) Had previously been notified of 
its failure to continue to comply. 

(8) The finding that the reason for 
the revocation of a supplier’s right to 
accept assignment has not been re-
moved or there is insufficient assur-
ance that the reason will not recur. 

(9) The finding that a hospital ac-
credited by the Joint Commission on 
Accreditation of Hospitals or the 
American Osteopathic Association is 
not in compliance with a condition of 
participation, and a finding that that 
hospital is no longer deemed to meet 
the conditions of participation. 

(10) With respect to an SNF or NF–(i) 
The finding that the SNF’s or NF’s de-
ficiencies pose immediate jeopardy to 
the health or safety of its residents; 

(ii) Except as provided in paragraph 
(b)(13) of this section, a determination 
by CMS as to the facility’s level of non-
compliance; and 

(iii) The imposition of State moni-
toring. 

(11) The choice of alternative sanc-
tion or remedy to be imposed on a pro-
vider or supplier. 

(12) The determination that the ac-
creditation requirements of a national 
accreditation organization do not pro-
vide (or do not continue to provide) 
reasonable assurance that the entities 
accredited by the accreditation organi-
zation meet the applicable long-term 
care requirements, conditions for cov-
erage, conditions of certification, con-
ditions of participation, or CLIA condi-
tion level requirements. 

(13) The determination that require-
ments imposed on a State’s labora-
tories under the laws of that State do 
not provide (or do not continue to pro-
vide) reasonable assurance that labora-
tories licensed or approved by the 
State meet applicable CLIA require-
ments. 

(14) The choice of alternative sanc-
tion or remedy to be imposed on a pro-
vider or supplier. 

(15) A decision by the State survey 
agency as to when to conduct an initial 
survey of a prospective provider or sup-
plier. 

(e) Exclusion of civil rights issues. The 
procedures in this subpart do not apply 
to the adjudication of issues relating to 
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a provider’s compliance with civil 
rights requirements that are set forth 
in part 489 of this chapter. Those issues 
are handled through the Department’s 
Office of Civil Rights. 

[52 FR 22446, June 12, 1987, as amended at 52 
FR 27765, July 23, 1987; 53 FR 6551, March 1, 
1988; 53 FR 6649, March 2, 1988; 54 FR 5373, 
Feb. 2, 1989; 56 FR 8854, Mar. 1, 1991; 56 FR 
48879, Sept. 26, 1991; 57 FR 8204, Mar. 6, 1992; 
57 FR 34021, July 31, 1992; 57 FR 43925, Sept. 
23, 1992; 59 FR 56251, Nov. 10, 1994; 60 FR 2330, 
Jan. 9, 1995; 60 FR 50120, Sept. 28, 1995; 61 FR 
32350, June 24, 1996; 62 FR 43937, Aug. 18, 1997; 
64 FR 24957, May 10, 1999; 64 FR 39937, July 23, 
1999; 64 FR 43295, Aug. 10, 1999; 65 FR 18549, 
Apr. 7, 2000; 65 FR 62646, Oct. 19, 2000]

§ 498.4 NFs subject to appeals process 
in part 498. 

A NF is considered a provider for pur-
poses of this part when it has in effect 
an agreement to participate in Med-
icaid, including an agreement to par-
ticipate in both Medicaid and Medicare 
and it is a— 

(a) State-operated NF; or 
(b) Non State-operated NF that is 

subject to compliance action as a re-
sult of— 

(1) A validation survey by CMS; or 
(2) CMS’s review of the State’s sur-

vey findings. 

[59 FR 56252, Nov. 10, 1994]

§ 498.5 Appeal rights. 
(a) Appeal rights of prospective pro-

viders. (1) Any prospective provider dis-
satisfied with an initial determination 
or revised initial determination that it 
does not qualify as a provider may re-
quest reconsideration in accordance 
with § 498.22(a). 

(2) Any prospective provider dissatis-
fied with a reconsidered determination 
under paragraph (a)(1) of this section, 
or a revised reconsidered determina-
tion under § 498.30, is entitled to a hear-
ing before an ALJ. 

(b) Appeal rights of providers. Any pro-
vider dissatisfied with an initial deter-
mination to terminate its provider 
agreement is entitled to a hearing be-
fore an ALJ. 

(c) Appeal rights of providers and pro-
spective providers. Any provider or pro-
spective provider dissatisfied with a 
hearing decision may request Depart-
mental Appeals Board review, and has 

a right to seek judicial review of the 
Board’s decision. 

(d) Appeal rights of prospective sup-
pliers. (1) Any prospective supplier dis-
satisfied with an initial determination 
or a revised initial determination that 
its services do not meet the conditions 
for coverage may request reconsider-
ation in accordance with § 498.22(a). 

(2) Any prospective supplier dissatis-
fied with a reconsidered determination 
under paragraph (d)(1) of this section, 
or a revised reconsidered determina-
tion under § 498.30, is entitled to a hear-
ing before an ALJ. 

(e) Appeal rights of suppliers. Any sup-
plier dissatisfied with an initial deter-
mination that the services subject to 
the determination no longer meet the 
conditions for coverage, is entitled to a 
hearing before an ALJ. 

(f) Appeal rights of suppliers and pro-
spective suppliers. (1) Any supplier or 
prospective supplier dissatisfied with 
the hearing decision may request De-
partmental Appeals Board review of 
the ALJ’s decision. 

(2) Suppliers and prospective sup-
pliers do not have a right to judicial re-
view except as provided in paragraph 
(i) of this section. 

(g) Appeal rights for certain practi-
tioners. A physical therapist in inde-
pendent practice or a chiropractor dis-
satisfied with a determination that he 
or she does not meet the requirements 
for coverage of his or her services has 
the same appeal rights as suppliers 
have under paragraphs (d), (e) and (f) of 
this section. 

(h) Appeal rights for nonparticipating 
hospitals that furnish emergency services. 
A nonparticipating hospital dissatis-
fied with a determination or decision 
that it does not qualify to elect to 
claim payment for all emergency serv-
ices furnished during a calendar year 
has the same appeal rights that pro-
viders have under paragraph (a), (b), 
and (c) of this section. 

(i) Appeal rights for suspended or ex-
cluded practitioners, providers, or sup-
pliers. (1) Any practitioner, provider, or 
supplier who has been suspended, or 
whose services have been excluded 
from coverage in accordance with 
§ 498.3(c)(2), or has been sanctioned in 
accordance with § 498.3(c)(3), is entitled 
to a hearing before an ALJ. 
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(2) Any suspended or excluded practi-
tioner, provider, or supplier dissatisfied 
with a hearing decision may request 
Departmental Appeals Board review 
and has a right to seek judicial review 
of the Board’s decision by filing an ac-
tion in Federal district court. 

(j) Appeal rights for Medicaid ICFs/MR 
terminated by CMS. (1) Any Medicaid 
ICF/MR that has had its approval can-
celled by CMS in accordance with 
§ 498.3(b)(8) has a right to a hearing be-
fore an ALJ, to request Departmental 
Appeals Board review of the hearing 
decision, and to seek judicial review of 
the Board’s decision. 

(2) The Medicaid agreement remains 
in effect until the period for requesting 
a hearing has expired or, if the facility 
requests a hearing, until a hearing de-
cision is issued, unless CMS— 

(i) Makes a written determination 
that continuation of provider status 
for the SNF or ICF constitutes an im-
mediate and serious threat to the 
health and safety of patients and speci-
fies the reasons for that determination; 
and 

(ii) Certifies that the facility has 
been notified of its deficiencies and has 
failed to correct them. 

(k) Appeal rights of NFs. Under the 
circumstances specified in § 431.153 (g) 
and (h) of this chapter, an NF has a 
right to a hearing before an ALJ, to re-
quest Board review of the hearing deci-
sion, and to seek judicial review of the 
Board’s decision. 

[52 FR 22446, June 12, 1987, as amended at 57 
FR 43925, Sept. 23, 1992; 59 FR 56252, Nov. 10, 
1994; 61 FR 32350, June 24, 1996]

§ 498.10 Appointment of representa-
tives. 

(a) An affected party may appoint as 
its representative anyone not disquali-
fied or suspended from acting as a rep-
resentative in proceedings before the 
Secretary or otherwise prohibited by 
law. 

(b) If the representative appointed is 
not an attorney, the party must file 
written notice of the appointment with 
CMS, the ALJ, or the Departmental 
Appeals Board. 

(c) If the representative appointed is 
an attorney, the attorney’s statement 
that he or she has the authority to rep-
resent the party is sufficient.

§ 498.11 Authority of representatives. 
(a) A representative appointed and 

qualified in accordance with § 498.10 
may, on behalf of the represented 
party— 

(1) Give and accept any notice or re-
quest pertinent to the proceedings set 
forth in this part; 

(2) Present evidence and allegations 
as to facts and law in any proceedings 
affecting that party to the same extent 
as the party; and 

(3) Obtain information to the same 
extent as the party. 

(b) A notice or request may be sent 
to the affected party, to the party’s 
representative, or to both. A notice or 
request sent to the representative has 
the same force and effect as if it had 
been sent to the party.

§ 498.13 Fees for services of represent-
atives. 

Fees for any services performed on 
behalf of an affected party by an attor-
ney appointed and qualified in accord-
ance with § 498.10 are not subject to the 
provisions of section 206 of Title II of 
the Act, which authorizes the Sec-
retary to specify or limit those fees.

§ 498.15 Charge for transcripts. 
A party that requests a transcript of 

prehearing or hearing proceedings or 
Board review must pay the actual or 
estimated cost of preparing the tran-
script unless, for good cause shown by 
that party, the payment is waived by 
the ALJ or the Departmental Appeals 
Board, as appropriate. 

[52 FR 22446, June 12, 1987, as amended at 61 
FR 51021, Sept. 30, 1996]

§ 498.17 Filing of briefs with the ALJ 
or Departmental Appeals Board, 
and opportunity for rebuttal. 

(a) Filing of briefs and related docu-
ments. If a party files a brief or related 
document such as a written argument, 
contention, suggested finding of fact, 
conclusion of law, or any other written 
statement, it must submit an original 
and one copy to the ALJ or the Depart-
mental Appeals Board, as appropriate. 
The material may be filed by mail or in 
person and must include a statement 
certifying that a copy has been fur-
nished to the other party. 
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(b) Opportunity for rebuttal. (1) The 
other party will have 20 days from the 
date of mailing or personal service to 
submit any rebuttal statement or addi-
tional evidence. If a party submits a re-
buttal statement or additional evi-
dence, it must file an original and one 
copy with the ALJ or the Board and 
furnish a copy to the other party. 

(2) The ALJ or the Board will grant 
an opportunity to reply to the rebuttal 
statement only if the party shows good 
cause.

Subpart B—Initial, Reconsidered, 
and Revised Determinations

§ 498.20 Notice and effect of initial de-
terminations. 

(a) Notice of initial determination—(1) 
General rule. CMS or the OIG, as appro-
priate, mails notice of an initial deter-
mination to the affected party, setting 
forth the basis or reasons for the deter-
mination, the effect of the determina-
tion, and the party’s right to reconsid-
eration, if applicable, or to a hearing. 

(2) Special rules: Independent labora-
tories and suppliers of portable x–ray 
services. If CMS determines that an 
independent laboratory or a supplier of 
portable x–ray services no longer meets 
the conditions for coverage of some or 
all of its services, the notice— 

(i) Specifies an effective date of ter-
mination of coverage that is at least 15 
days after the date of the notice; 

(ii) Is also sent to physicians, hos-
pitals, and other parties that might use 
the services of the laboratory or sup-
plier; and 

(iii) In the case of laboratories, speci-
fies the categories of laboratory tests 
that are no longer covered. 

(3) Special rules: Nonparticipating hos-
pitals that elect to claim payment for 
emergency services. If CMS determines 
that a nonparticipating hospital no 
longer qualifies to elect to claim pay-
ment for all emergency services fur-
nished in a calendar year, the notice— 

(i) States the calendar year to which 
the determination applies; 

(ii) Specifies an effective date that is 
at least 5 days after the date of the no-
tice; and 

(iii) Specifies that the determination 
applies to services furnished, in the 
specified calendar year, to patients ac-

cepted (as inpatients or outpatients) on 
or after the effective date of the deter-
mination. 

(4) Other special rules. Additional 
rules pertaining, for example, to con-
tent and timing of notice, notice to the 
public and to other entities, and time 
allowed for submittal of additional in-
formation, are set forth elsewhere in 
this chapter, as follows:

Part 405 Subpart X—for rural health clinics. 
Part 416—for ambulatory surgical centers. 
Part 489—for providers, when their provider 

agreements have been terminated. 
Part 1001, Subpart B—for excluded or sus-

pended providers, suppliers, physicians, or 
practitioners. 

Part 1001, Subpart C—for providers, when 
their provider agreements are terminated 
by the OIG. 

Part 1004—for sanctioned providers and prac-
titioners.

(b) Effect of initial determination. An 
initial determination is binding unless 
it is— 

(1) Reconsidered in accordance with 
§ 498.24; 

(2) Reversed or modified by a hearing 
decision in accordance with § 498.78; or 

(3) Revised in accordance with § 498.32 
or § 498.100.

§ 498.22 Reconsideration. 
(a) Right to reconsideration. CMS re-

considers any initial determination 
that affects a prospective provider or 
supplier, or a hospital seeking to qual-
ify to claim payment for all emergency 
hospital services furnished in a cal-
endar year, if the affected party files a 
written request in accordance with 
paragraphs (b) and (c) of this section. 
(None of the determinations made by 
the OIG are subject to reconsider-
ation.) 

(b) Request for reconsideration: Manner 
and timing. The affected party specified 
in paragraph (a) of this section, if dis-
satisfied with the initial determination 
may request reconsideration by filing 
the request— 

(1) With CMS or with the State sur-
vey agency; 

(2) Directly or through its legal rep-
resentative or other authorized offi-
cial; and 

(3) Within 60 days from receipt of the 
notice of initial determination, unless 
the time is extended in accordance 
with paragraph (d) of this section. The 
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date of receipt will be presumed to be 5 
days after the date on the notice unless 
there is a showing that it was, in fact, 
received earlier or later. 

(c) Content of request. The request for 
reconsideration must state the issues, 
or the findings of fact with which the 
affected party disagrees, and the rea-
sons for disagreement. 

(d) Extension of time to file a request for 
reconsideration. (1) If the affected party 
is unable to file the request within the 
60 days specified in paragraph (b) of 
this section, it may file a written re-
quest with CMS, stating the reasons 
why the request was not filed timely. 

(2) CMS will extend the time for fil-
ing a request for reconsideration if the 
affected party shows good cause for 
missing the deadline.

§ 498.23 Withdrawal of request for re-
consideration. 

A request for reconsideration is con-
sidered withdrawn if the requestor files 
a written withdrawal request before 
CMS mails the notice of reconsidered 
determination, and CMS approves the 
withdrawal request.

§ 498.24 Reconsidered determination. 
When a request for reconsideration 

has been properly filed in accordance 
with § 498.22, CMS— 

(a) Receives written evidence and 
statements that are relevant and mate-
rial to the matters at issue and are 
submitted within a reasonable time 
after the request for reconsideration; 

(b) Considers the initial determina-
tion, the findings on which the initial 
determination was based, the evidence 
considered in making the initial deter-
mination, and any other written evi-
dence submitted under paragraph (a) of 
this section, taking into account facts 
relating to the status of the prospec-
tive provider or supplier subsequent to 
the initial determination; and 

(c) Makes a reconsidered determina-
tion, affirming or modifying the initial 
determination and the findings on 
which it was based.

§ 498.25 Notice and effect of reconsid-
ered determination. 

(a) Notice. (1) CMS mails notice of a 
reconsidered determination to the af-
fected party. 

(2) The notice gives the reasons for 
the determination. 

(3) If the determination is adverse, 
the notice specifies the conditions or 
requirements of law or regulations that 
the affected party fails to meet, and in-
forms the party of its right to a hear-
ing. 

(b) Effect. A reconsidered determina-
tion is binding unless— 

(1) CMS or the OIG, as appropriate, 
further revises the revised determina-
tion; or 

(2) The revised determination is re-
versed or modified by a hearing deci-
sion.

Subpart C—Reopening of Initial or 
Reconsidered Determinations

§ 498.30 Limitation on reopening. 

An initial or reconsidered determina-
tion that a prospective provider is a 
provider or that a hospital qualifies to 
elect to claim payment for all emer-
gency services furnished in a calendar 
year may not be reopened. CMS or the 
OIG, as appropriate, may on its own 
initiative, reopen any other initial or 
reconsidered determination, within 12 
months after the date of notice of the 
initial determination.

§ 498.32 Notice and effect of reopening 
and revision. 

(a) Notice. (1) CMS or the OIG, as ap-
propriate, gives the affected party no-
tice of reopening and of any revision of 
the reopened determination. 

(2) The notice of revised determina-
tion states the basis or reason for the 
revised determination. 

(3) If the determination is that a sup-
plier or prospective supplier does not 
meet the conditions for coverage of its 
services, the notice specifies the condi-
tions with respect to which the af-
fected party fails to meet the require-
ments of law and regulations, and in-
forms the party of its right to a hear-
ing. 

(b) Effect. A revised determination is 
binding unless 

(1) The affected party requests a 
hearing before an ALJ; or 

(2) CMS or the OIG further revises 
the revised determination.
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Subpart D—Hearings

§ 498.40 Request for hearing. 

(a) Manner and timing of request. (1) 
An affected party entitled to a hearing 
under § 498.5 may file a request for a 
hearing with CMS or the OIG, as appro-
priate, or with OHA. 

(2) The affected party or its legal rep-
resentative or other authorized official 
must file the request in writing within 
60 days from receipt of the notice of 
initial, reconsidered, or revised deter-
mination unless that period is extended 
in accordance with paragraph (c) of 
this section. (Presumed date of receipt 
is determined in accordance with 
§ 498.22(b)(3)). 

(b) Content of request for hearing. The 
request for hearing must— 

(1) Identify the specific issues, and 
the findings of fact and conclusions of 
law with which the affected party dis-
agrees; and 

(2) Specify the basis for contending 
that the findings and conclusions are 
incorrect. 

(c) Extension of time for filing a request 
for hearing. If the request was not filed 
within 60 days— 

(1) The affected party or its legal rep-
resentative or other authorized official 
may file with the ALJ a written re-
quest for extension of time stating the 
reasons why the request was not filed 
timely. 

(2) For good cause shown, the ALJ 
may extend the time for filing the re-
quest for hearing.

§ 498.42 Parties to the hearing. 
The parties to the hearing are the af-

fected party and CMS or the OIG, as 
appropriate.

§ 498.44 Designation of hearing offi-
cial. 

(a) The Associate Commissioner for 
Hearings and Appeals, or his or her del-
egate designates an ALJ or a member 
or members of the Departmental Ap-
peals Board to conduct the hearing. 

(b) If appropriate, the Associate Com-
missioner or the delegate may sub-
stitute another ALJ or another mem-
ber or other members of the Depart-
mental Appeals Board to conduct the 
hearing. 

(c) As used in this part, ‘‘ALJ’’ in-
cludes a member or members of the De-
partmental Appeals Board who are des-
ignated to conduct a hearing.

§ 498.45 Disqualification of Adminis-
trative Law Judge. 

(a) An ALJ may not conduct a hear-
ing in a case in which he or she is prej-
udiced or partial to the affected party 
or has any interest in the matter pend-
ing for decision. 

(b) A party that objects to the ALJ 
designated to conduct the hearing 
must give notice of its objections at 
the earliest opportunity. 

(c) The ALJ will consider the objec-
tions and decide whether to withdraw 
or proceed with the hearing. 

(1) If the ALJ withdraws, another 
will be designated to conduct the hear-
ing. 

(2) If the ALJ does not withdraw, the 
objecting party may, after the hearing, 
present its objections to the Depart-
mental Appeals Board as reasons for 
changing, modifying, or reversing the 
ALJ’s decision or providing a new hear-
ing before another ALJ.

§ 498.47 Prehearing conference. 

(a) At any time before the hearing, 
the ALJ may call a prehearing con-
ference for the purpose of delineating 
the issues in controversy, identifying 
the evidence and witnesses to be pre-
sented at the hearing, and obtaining 
stipulations accordingly. 

(b) On the request of either party or 
on his or her own motion, the ALJ may 
adjourn the prehearing conference and 
reconvene at a later date.

§ 498.48 Notice of prehearing con-
ference. 

(a) Timing of notice. The ALJ will fix 
a time and place for the prehearing 
conference and mail written notice to 
the parties at least 10 days before the 
scheduled date. 

(b) Content of notice. The notice will 
inform the parties of the purpose of the 
conference and specify what issues are 
sought to be resolved, agreed to, or ex-
cluded. 

(c) Additional issues. Issues other than 
those set forth in the notice of deter-
mination or the request for hearing 
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may be considered at the prehearing 
conference if—— 

(1) Either party gives timely notice 
to that effect to the ALJ and the other 
party; or 

(2) The ALJ raises the issues in the 
notice of prehearing conference or at 
the conference.

§ 498.49 Conduct of prehearing con-
ference. 

(a) The prehearing conference is open 
to the affected party or its representa-
tive, to the CMS or OIG representa-
tives and their technical advisors, and 
to any other persons whose presence 
the ALJ considers necessary or proper. 

(b) The ALJ may accept the agree-
ment of the parties as to the following: 

(1) Facts that are not in controversy. 
(2) Questions that have been resolved 

favorably to the affected party after 
the determination in dispute. 

(3) Remaining issues to be resolved. 
(c) The ALJ may request the parties 

to indicate the following: 
(1) The witnesses that will be present 

to testify at the hearing. 
(2) The qualifications of those wit-

nesses. 
(3) The nature of other evidence to be 

submitted.

§ 498.50 Record, order, and effect of 
prehearing conference. 

(a) Record of prehearing conference. (1) 
A record is made of all agreements and 
stipulations entered into at the pre-
hearing conference. 

(2) The record may be transcribed at 
the request of either party or the ALJ. 

(b) Order and opportunity to object. (1) 
The ALJ issues an order setting forth 
the results of the prehearing con-
ference, including the agreements 
made by the parties as to facts not in 
controversy, the matters to be consid-
ered at the hearing, and the issues to 
be resolved. 

(2) Copies of the order are sent to all 
parties and the parties have 10 days to 
file objections to the order. 

(3) After the 10 days have elapsed, the 
ALJ settles the order. 

(c) Effect of prehearing conference. The 
agreements and stipulations entered 
into at the prehearing conference are 
binding on all parties, unless a party 
presents facts that, in the opinion of 

the ALJ, would make an agreement un-
reasonable or inequitable.

§ 498.52 Time and place of hearing. 
(a) The ALJ fixes a time and place 

for the hearing and gives the parties 
written notice at least 10 days before 
the scheduled date. 

(b) The notice informs the parties of 
the general and specific issues to be re-
solved at the hearing.

§ 498.53 Change in time and place of 
hearing. 

(a) The ALJ may change the time 
and place for the hearing either on his 
or her own initiative or at the request 
of a party for good cause shown, or 
may adjourn or postpone the hearing. 

(b) The ALJ may reopen the hearing 
for receipt of new evidence at any time 
before mailing the notice of hearing de-
cision. 

(c) The ALJ gives the parties reason-
able notice of any change in time or 
place or any adjournment or reopening 
of the hearing.

§ 498.54 Joint hearings. 
When two or more affected parties 

have requested hearings and the same 
or substantially similar matters are at 
issue, the ALJ may, if all parties agree, 
fix a single time and place for the pre-
hearing conference or hearing and con-
duct all proceedings jointly. If joint 
hearings are held, a single record of the 
preceedings is made and a separate de-
cision issued with respect to each af-
fected party.

§ 498.56 Hearing on new issues. 
(a) Basic rules. (1) Within the time 

limits specified in paragraph (b) of this 
section, the ALJ may, at the request of 
either party, or on his or her own mo-
tion, provide a hearing on new issues 
that impinge on the rights of the af-
fected party. 

(2) The ALJ may consider new issues 
even if CMS or the OIG has not made 
initial or reconsidered determinations 
on them, and even if they arose after 
the request for hearing was filed or 
after a prehearing conference. 

(3) The ALJ may give notice of hear-
ing on new issues at any time after the 
hearing request is filed and before the 
hearing record is closed. 

VerDate 0ct<09>2002 08:59 Oct 15, 2002 Jkt 197171 PO 00000 Frm 01087 Fmt 8010 Sfmt 8010 Y:\SGML\197171T.XXX 197171T



1088

42 CFR Ch. IV (10–1–02 Edition)§ 498.58

(b) Time limits. The ALJ will not con-
sider any issue that arose on or after 
any of the following dates: 

(1) The effective date of the termi-
nation of a provider agreement. 

(2) The date on which it is deter-
mined that a supplier no longer meets 
the conditions for coverage of its serv-
ices. 

(3) The effective date of the notice to 
a hospital of its failure to remain in 
compliance with the qualifications for 
claiming reimbursement for all emer-
gency services furnished to Medicare 
beneficiaries during the calendar year. 

(4) The effective date of the suspen-
sion, or of the exclusion from coverage 
of services furnished by a suspended or 
excluded practitioner, provider, or sup-
plier. 

(5) With respect to Medicaid SNFs or 
ICFs surveyed under section 1910(c) of 
the Act— 

(i) The completion date of the survey 
or resurvey that is the basis for a pro-
posed cancellation of approval; or 

(ii) If approval was cancelled before 
the hearings, because of immediate and 
serious threat to patient health and 
safety, the effective date of cancella-
tion. 

(c) Notice and conduct of hearing on 
new issues. (1) Unless the affected party 
waives its right to appear and present 
evidence, notice of the time and place 
of hearing on any new issue will be 
given to the parties in accordance with 
§ 498.52. 

(2) After giving notice, the ALJ will, 
except as provided in paragraph (d) of 
this section, proceed to hearing on new 
issues in the same manner as on an 
issue raised in the request for hearing. 

(d) Remand to CMS or the OIG. At the 
request of either party, or on his or her 
own motion, in lieu of a hearing under 
paragraph (c) of this section, the ALJ 
may remand the case to CMS or the 
OIG for consideration of the new issue 
and, if appropriate, a determination. If 
necessary, the ALJ may direct CMS or 
the OIG to return the case to the ALJ 
for further proceedings. 

[52 FR 22446, June 12, 1987, as amended at 53 
FR 31335, Aug. 18, 1988]

§ 498.58 Subpoenas. 
(a) Basis for issuance. The ALJ, upon 

his or her own motion or at the request 

of a party, may issue subpoenas if they 
are reasonably necessary for the full 
presentation of a case. 

(b) Timing of request by a party. The 
party must file a written request for a 
subpoena with the ALJ at least 5 days 
before the date set for the hearing. 

(c) Content of request. The request 
must: 

(1) Identify the witnesses or docu-
ments to be produced; 

(2) Describe their addresses or loca-
tion with sufficient particularity to 
permit them to be found; and 

(3) Specify the pertinent facts the 
party expects to establish by the wit-
nesses or documents, and indicate why 
those facts could not be established 
without use of a subpoena. 

(d) Method of issuance. Subpoenas are 
issued in the name of the Secretary, 
who pays the cost of issuance and the 
fees and mileage of any subpoenaed 
witnesses.

§ 498.60 Conduct of hearing. 
(a) Participants in the hearing. The 

hearing is open to the parties and their 
representatives and technical advisors, 
and to any other persons whose pres-
ence the ALJ considers necessary or 
proper. 

(b) Hearing procedures. (1) The ALJ 
inquires fully into all of the matters at 
issue, and receives in evidence the tes-
timony of witnesses and any docu-
ments that are relevant and material. 

(2) If the ALJ believes that there is 
relevant and material evidence avail-
able which has not been presented at 
the hearing, he may, at any time be-
fore mailing of notice of the decision, 
reopen the hearing to receive that evi-
dence. 

(3) The ALJ decides the order in 
which the evidence and the arguments 
of the parties are presented and the 
conduct of the hearing. 

(c) Scope of review: Civil money pen-
alty. In civil money penalty cases— 

(1) The scope of review is as specified 
in § 488.438(e) of this chapter; and 

(2) CMS’s determination as to the 
level of noncompliance of an SNF or 
NF must be upheld unless it is clearly 
erroneous. 

[52 FR 22446, June 12, 1987, as amended at 61 
FR 32350, June 24, 1996]
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§ 498.61 Evidence. 

Evidence may be received at the 
hearing even though inadmissible 
under the rules of evidence applicable 
to court procedure. The ALJ rules on 
the admissibility of evidence. 

[59 FR 56252, Nov. 10, 1994, as amended at 61 
FR 32350, June 24, 1996]

§ 498.62 Witnesses. 

Witnesses at the hearing testify 
under oath or affirmation. The rep-
resentative of each party is permitted 
to examine his or her own witnesses 
subject to interrogation by the rep-
resentative of the other party. The 
ALJ may ask any questions that he or 
she deems necessary. The ALJ rules 
upon any objection made by either 
party as to the propriety of any ques-
tion.

§ 498.63 Oral and written summation. 

The parties to a hearing are allowed 
a reasonable time to present oral sum-
mation and to file briefs or other writ-
ten statements of proposed findings of 
fact and conclusions of law. Copies of 
any briefs or other written statements 
must be sent in accordance with 
§ 498.17.

§ 498.64 Record of hearing. 

A complete record of the proceedings 
at the hearing is made and transcribed 
in all cases.

§ 498.66 Waiver of right to appear and 
present evidence. 

(a) Waiver procedures. (1) If an af-
fected party wishes to waive its right 
to appear and present evidence at the 
hearing, it must file a written waiver 
with the ALJ. 

(2) If the affected party wishes to 
withdraw a waiver, it may do so, for 
good cause, at any time before the ALJ 
mails notice of the hearing decision. 

(b) Effect of waiver. If the affected 
party waives the right to appear and 
present evidence, the ALJ need not 
conduct an oral hearing except in one 
of the following circumstances: 

(1) The ALJ believes that the testi-
mony of the affected party or its rep-
resentatives or other witnesses is nec-
essary to clarify the facts at issue. 

(2) CMS or the OIG shows good cause 
for requiring the presentation of oral 
evidence. 

(c) Dismissal for failure to appear. If, 
despite the waiver, the ALJ sends no-
tice of hearing and the affected party 
fails to appear, or to show good cause 
for the failure, the ALJ will dismiss 
the appeal in accordance with § 498.69. 

(d) Hearing without oral testimony. 
When there is no oral testimony, the 
ALJ will— 

(1) Make a record of the relevant 
written evidence that was considered 
in making the determination being ap-
pealed, and of any additional evidence 
submitted by the parties; 

(2) Furnish to each party copies of 
the additional evidence submitted by 
the other party; and 

(3) Give both parties a reasonable op-
portunity for rebuttal. 

(e) Handling of briefs and related state-
ments. If the parties submit briefs or 
other written statements of evidence 
or proposed findings of facts or conclu-
sions of law, those documents will be 
handled in accordance with § 498.17.

§ 498.68 Dismissal of request for hear-
ing. 

(a) The ALJ may, at any time before 
mailing the notice of the decision, dis-
miss a hearing request if a party with-
draws its request for a hearing or the 
affected party asks that its request be 
dismissed. 

(b) An affected party may request a 
dismissal by filing a written notice 
with the ALJ.

§ 498.69 Dismissal for abandonment. 
(a) The ALJ may dismiss a request 

for hearing if it is abandoned by the 
party that requested it. 

(b) The ALJ may consider a request 
for hearing to be abandoned if the 
party or its representative— 

(1) Fails to appear at the prehearing 
conference or hearing without having 
previously shown good cause for not 
appearing; and 

(2) Fails to respond, within 10 days 
after the ALJ sends a ‘‘show cause’’ no-
tice, with a showing of good cause.

§ 498.70 Dismissal for cause. 
On his or her own motion, or on the 

motion of a party to the hearing, the 
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ALJ may dismiss a hearing request ei-
ther entirely or as to any stated issue, 
under any of the following cir-
cumstances: 

(a) Res judicata. There has been a pre-
vious determination or decision with 
respect to the rights of the same af-
fected party on the same facts and law 
pertinent to the same issue or issues 
which has become final either by judi-
cial affirmance or, without judicial 
consideration, because the affected 
party did not timely request reconsid-
eration, hearing, or review, or com-
mence a civil action with respect to 
that determination or decision. 

(b) No right to hearing. The party re-
questing a hearing is not a proper 
party or does not otherwise have a 
right to a hearing. 

(c) Hearing request not timely filed. The 
affected party did not file a hearing re-
quest timely and the time for filing has 
not been extended.

§ 498.71 Notice and effect of dismissal 
and right to request review. 

(a) Notice of the ALJ’s dismissal ac-
tion is mailed to the parties. The no-
tice advises the affected party of its 
right to request that the dismissal be 
vacated as provided in § 498.72. 

(b) The dismissal of a request for 
hearing is binding unless it is vacated 
by the ALJ or the Departmental Ap-
peals Board.

§ 498.72 Vacating a dismissal of re-
quest for hearing. 

An ALJ may vacate any dismissal of 
a request for hearing if a party files a 
request to that effect within 60 days 
from receipt of the notice of dismissal 
and shows good cause for vacating the 
dismissal. (Date of receipt is deter-
mined in accordance with § 498.22(b)(3).)

§ 498.74 Administrative Law Judge’s 
decision. 

(a) Timing, basis and content. As soon 
as practical after the close of the hear-
ing, the ALJ issues a written decision 
in the case. The decision is based on 
the evidence of record and contains 
separate numbered findings of fact and 
conclusions of law. 

(b) Notice and effect. A copy of the de-
cision is mailed to the parties and is 
binding on them unless— 

(1) A party requests review by the 
Departmental Appeals Board within 
the time period specified in § 498.82, and 
the Board reviews the case; 

(2) The Departmental Appeals Board 
denies the request for review and the 
party seeks judicial review by filing an 
action in a United States District 
Court or, in the case of a civil money 
penalty, in a United States Court of 
Appeals; 

(3) The decision is revised by an ALJ 
or the Departmental Appeals Board; or 

(4) The decision is a recommended de-
cision directed to the Board. 

[52 FR 22446, June 12, 1987, as amended at 61 
FR 32351, June 24, 1996]

§ 498.76 Removal of hearing to Depart-
mental Appeals Board. 

(a) At any time before the ALJ re-
ceives oral testimony, the Board may 
remove to itself any pending request 
for a hearing. 

(b) Notice of removal is mailed to 
each party. 

(c) The Board conducts the hearing in 
accordance with the rules that apply to 
ALJ hearings under this subpart.

§ 498.78 Remand by the Administrative 
Law Judge. 

(a) If CMS or the OIG requests re-
mand, and the affected party concurs 
in writing or on the record, the ALJ 
may remand any case properly before 
him or her to CMS or the OIG for a de-
termination satisfactory to the af-
fected party. 

(b) The ALJ may remand at any time 
before notice of hearing decision is 
mailed.

Subpart E—Departmental Appeals 
Board Review

§ 498.80 Right to request Departmental 
Appeals Board review of Adminis-
trative Law Judge’s decision or dis-
missal. 

Either of the parties has a right to 
request Departmental Appeals Board 
review of the ALJ’s decision or dis-
missal order, and the parties are so in-
formed in the notice of the ALJ’s ac-
tion.
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§ 498.82 Request for Departmental Ap-
peals Board review. 

(a) Manner and time of filing. (1) Any 
party that is dissatisfied with an ALJ’s 
decision or dismissal of a hearing re-
quest, may file a written request for re-
view by the Departmental Appeals 
Board. 

(2) The requesting party or its rep-
resentative or other authorized official 
must file the request with the OHA 
within 60 days from receipt of the no-
tice of decision or dismissal, unless the 
Board, for good cause shown by the re-
questing party, extends the time for 
filing. The rules set forth in § 498.40(c) 
apply to extension of time for request-
ing Departmental Appeals Board re-
view. (The date of receipt of notice is 
determined in accordance with 
§ 498.22(c)(3).) 

(b) Content of request for review. A re-
quest for review of an ALJ decision or 
dismissal must specify the issues, the 
findings of fact or conclusions of law 
with which the party disagrees, and the 
basis for contending that the findings 
and conclusions are incorrect.

§ 498.83 Departmental Appeals Board 
action on request for review. 

(a) Request by CMS or the OIG. The 
Departmental Appeals Board may dis-
miss, deny, or grant a request made by 
CMS or the OIG for review of an ALJ 
decision or dismissal. 

(b) Request by the affected party. The 
Board will grant the affected party’s 
request for review unless it dismisses 
the request for one of the following 
reasons: 

(1) The affected party requests dis-
missal of its request for review. 

(2) The affected party did not file 
timely or show good cause for late fil-
ing. 

(3) The affected party does not have a 
right to review. 

(4) A previous determination or deci-
sion, based on the same facts and law, 
and regarding the same issue, has be-
come final through judicial affirmance 
or because the affected party failed to 
timely request reconsideration, hear-
ing, Board review, or judicial review, as 
appropriate. 

(c) Effect of dismissal. The dismissal of 
a request for Departmental Appeals 

Board review is binding and not subject 
to further review. 

(d) Review panel. If the Board grants 
a request for review of the ALJ’s deci-
sion, the review will be conducted by a 
panel of at least two members of the 
Board, designated by the Chairperson 
or Deputy Chairperson, and one indi-
vidual designated by the Secretary 
from the U.S Public Health Service.

§ 498.85 Procedures before the Depart-
mental Appeals Board on review. 

The parties are given, upon request, a 
reasonable opportunity to file briefs or 
other written statements as to fact and 
law, and to appear before the Depart-
mental Appeals Board to present evi-
dence or oral arguments. Copies of any 
brief or other written statement must 
be sent in accordance with § 498.17.

§ 498.86 Evidence admissible on re-
view. 

(a) The Departmental Appeals Board 
may admit evidence into the record in 
addition to the evidence introduced at 
the ALJ hearing, (or the documents 
considered by the ALJ if the hearing 
was waived), if the Board considers 
that the additional evidence is relevant 
and material to an issue before it. 

(b) If it appears to the Board that ad-
ditional relevant evidence is available, 
the Board will require that it be pro-
duced. 

(c) Before additional evidence is ad-
mitted into the record— 

(1) Notice is mailed to the parties 
(unless they have waived notice) stat-
ing that evidence will be received re-
garding specified issues; and 

(2) The parties are given a reasonable 
time to comment and to present other 
evidence pertinent to the specified 
issues. 

(d) If additional evidence is presented 
orally to the Board, a transcript is pre-
pared and made available to any party 
upon request.

§ 498.88 Decision or remand by the De-
partmental Appeals Board. 

(a) When the Departmental Appeals 
Board reviews an ALJ’s decision or 
order of dismissal, or receives a case 
remanded by a court, the Board may 
either issue a decision or remand the 
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case to an ALJ for a hearing and deci-
sion or a recommended decision for 
final decision by the Board. 

(b) In a remanded case, the ALJ initi-
ates additional proceedings and takes 
other actions as directed by the Board 
in its order of remand, and may take 
other action not inconsistent with that 
order. 

(c) Upon completion of all action 
called for by the remand order and any 
other consistent action, the ALJ 
promptly makes a decision or, as speci-
fied by the Board, certifies the case to 
the Board with a recommended deci-
sion. 

(d) The parties have 20 days from the 
date of a notice of a recommended deci-
sion to submit to the Board any excep-
tion, objection, or comment on the 
findings of fact, conclusions of law, and 
recommended decision. 

(e) After the 20-day period, the Board 
issues its decision adopting, modifying 
or rejecting the ALJ’s recommended 
decision. 

(f) If the Board does not remand the 
case to an ALJ, the following rules 
apply: 

(1) The Board’s decision— 
(i) Is based upon the evidence in the 

hearing record and any further evi-
dence that the Board receives during 
its review; 

(ii) Is in writing and contains sepa-
rate numbered findings of fact and con-
clusions of law; and 

(iii) May modify, affirm, or reverse 
the ALJ’s decision. 

(2) A copy of the Board’s decision is 
mailed to each party.

§ 498.90 Effect of Departmental Ap-
peals Board decision. 

(a) General rule. The Board’s decision 
is binding unless— 

(1) The affected party has a right to 
judicial review and timely files a civil 
action in a United States District 
Court or, in the case of a civil money 
penalty, in a United States Court of 
Appeals; or 

(2) The Board reopens and revises its 
decision in accordance with § 498.102. 

(b) Right to judicial review. Section 
498.5 specifies the circumstances under 
which an affected party has a right to 
seek judicial review. 

(c) Special rules: Civil money penalty.

(1) Finality of Board’s decision. When 
CMS imposes a civil money penalty, 
notice of the Board’s decision (or de-
nial of review) is the final administra-
tive action that initiates the 60-day pe-
riod for seeking judicial review. 

(2) Timing for collection of civil money 
penalty. For SNFs and NFs, the rules 
that apply are those set forth in sub-
part F of part 488 of this chapter. 

[61 FR 32351, June 24, 1996]

§ 498.95 Extension of time for seeking 
judicial review. 

(a) Any affected party that is dissat-
isfied with an Departmental Appeals 
Board decision and is entitled to judi-
cial review must commence civil ac-
tion within 60 days from receipt of the 
notice of the Board’s decision (as deter-
mined under § 498.22(c)(3)), unless the 
Board extends the time in accordance 
with paragraph (c) of this section. 

(b) The request for extension must be 
filed in writing with the Board before 
the 60-day period ends. 

(c) For good cause shown, the Board 
may extend the time for commencing 
civil action.

Subpart F—Reopening of Deci-
sions Made by Administrative 
Law Judges or the Depart-
mental Appeals Board

§ 498.100 Basis, timing, and authority 
for reopening an ALJ or Board de-
cision. 

(a) Basis and timing for reopening. An 
ALJ of Departmental Appeals Board 
decision may be reopened, within 60 
days from the date of the notice of de-
cision, upon the motion of the ALJ or 
the Board or upon the petition of ei-
ther party to the hearing. 

(b) Authority to reopen. (1) A decision 
of the Departmental Appeals Board 
may be reopened only by the Depart-
mental Appeals Board. 

(2) A decision of an ALJ may be re-
opened by that ALJ, by another ALJ if 
that one is not available, or by the De-
partmental Appeals Board. For pur-
poses of this paragraph, an ALJ is con-
sidered to be unavailable if the ALJ 
has died, terminated employment, or 
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been transferred to another duty sta-
tion, is on leave of absence, or is un-
able to conduct a hearing because of 
illness.

§ 498.102 Revision of reopened deci-
sion. 

(a) Revision based on new evidence. If a 
reopened decision is to be revised on 
the basis of new evidence that was not 
included in the record of that decision, 
the ALJ or the Departmental Appeals 
Board— 

(1) Notifies the parties of the pro-
posed revision; and 

(2) Unless the parties waive their 
right to hearing or appearance— 

(i) Grants a hearing in the case of an 
ALJ revision; and 

(ii) Grants opportunity to appear in 
the case of a Board revision. 

(b) Basis for revised decision and right 
to review. (1) If a revised decision is 
necessary, the ALJ or the Depart-
mental Appeals Board, as appropriate, 
renders it on the basis of the entire 
record. 

(2) If the decision is revised by an 
ALJ, the Departmental Appeals Board 
may review that revised decision at the 
request of either party or on its own 
motion.

§ 498.103 Notice and effect of revised 
decision. 

(a) Notice. The notice mailed to the 
parties states the basis or reason for 
the revised decision and informs them 
of their right to Departmental Appeals 
Board review of an ALJ revised deci-
sion, or to judicial review of a Board 
reviewed decision. 

(b) Effect—(1) ALJ revised decision. An 
ALJ revised decision is binding unless 
it is reviewed by the Departmental Ap-
peals Board. 

(2) Departmental Appeals Board revised 
decision. A Board revised decision is 
binding unless a party files a civil ac-
tion in a district court of the United 
States within the time frames specified 
in § 498.95.

VerDate 0ct<09>2002 08:59 Oct 15, 2002 Jkt 197171 PO 00000 Frm 01093 Fmt 8010 Sfmt 8010 Y:\SGML\197171T.XXX 197171T


		Superintendent of Documents
	2014-12-08T12:37:09-0500
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




